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PSJS reviewed the Marc& 4,1998, petition you submitted OIL behalf of your clients Farm 
Sanitiary ad Midael Bauq a&king the Food Safiety and Inspec;tion Service (HIS) to amend t&e 
Federal meat inspdon re@ations to provide that all “downed” livestock be deemed adulterated 
or condemn& and,. as a result, removed flom the ;Fbod 8upply. 
the reaso~~s bekv. 

FSIS has denied your request for 

PSIS is not reqyhd under the Federal Food, Drug and Cosmetic AC% (FFDCA) (21 US-C. 301~ 
m.) or its regulations cow the products of a dieeased animal, to remove all downed cati% 
without etmaqho~ fiom the nation’s food sulpply since PSIS is not bound by the ITDCA’e 
definition of adulteration (21 l&C. 342(a)(5)). By law, PSIS must apply the defiition of 
adulbzration f&qd in the Federal Meat Iuqxztion Act @MIA) (21 U. S.C. 601 qt seq.) to food 
and food ptoducts &oti cattle, m, n&q goats,,and equines. The definition of adulterazian 
fmnd tithe FTDCA is difEx&t fioni that jn the FMIA (compare 21 U,S.C. 342(a)(5) and 21 
U.S.C. 601(m)(S) respectively). Unlike the FFDCA, tha FMLA does not automatically consider 
the pruducts of a diseased animnl’adulterated~ TGtbennore, under the FMCA, as long as an 
animal, even a disd animal, depending upon the disease, ha.s been passed firr slaugbrer, it is 
possible that the CWCWS, or a portion of $ may be inspected and passed fbr human fmd. 

It is obvious that the FFDCA and FMlA regulate diff’ent fbods and have &&rent areas of 
conem Case law lias made it c&u that the two statutes have independa construction and are 
nof *pplicable ti each other. In uipiredSriz7es v. 2,1lbBges o~Bcwz&Be~~ 516 F.Supp.321, 
344 (1981), thescout upheld the Department of ~culture’s long standing position that, “‘~&YE 
is no requirement in the Federal Meat Inspection Act that any prwedures presCrbed in t$e 
Federal Food, Drug sod Caamdic ACE be &lowed in issuing rttgulations or takiug other actions 
under the Federal Meat Inspection Act.” The court fixther pointed out that nqulations enacted 
un& the FMIA are inapplicable in defrniag adulteration under the F’F’DCA Similarly, . 
definitions under the FFDCA are inqplicable to regulations promulgated aad inteqreted undet 
the FMIA. Thus, PSIS must apply the definition of adulteration f&nd in the FMI& not the 
FFDCA, to livestock brought into a fderally inspect& slaughter estabJi&ment. 

You sugg& that 9 CFR 301.2&r) mesas that a non-ambulatofy, i.e., downed, animal is ‘a 
dimad animal, Sectiqn 301.2(y) r;learly’includes both &eased and .cl&abkd lives&& Sorna 
disabled or non-ambulatory animals are nut diseased. EWber, they are a@xtecl by a pbysi@ 
‘condition (e.g., a broken leg)’ and may not be diseased. Such “downers” tiay not requite any 
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Your petitions ak Wed that alI downed cattle must be labeled adulterated or wndemned and 
renked ftom the N&bn’s food wlpply because d&g 80 ia necessary to prkvent the 
tranamieaion of deadiy dhasa~ to humann, pardarlarly bovine spongiform WW$I&~&~ 
@SE), HOUEVS, the uls~ensus of the scientific l&mtm is that BSE does not kxist in the U.S. 
BSE lw nnt bean deteoted in ttiis &uutcy, despite tive suneilknce efkrw fbr severd years. 
Sii 1990, zwuiy 6,500 ~~p&xwns, lepm an&w& in 43 vxat&, have been laboraagry tested by an 
ongoing BSB tiqveil4nce eystem in the U.S; NJ evidenae of BSE @I the fkm of chanW&h 
leaions) or related ‘traosrnisaiblri qmng+m eocephalqpatiea USE) has been men T~I additisa, ^ 
to prevent BSW naimals or animal pro&uts ffom enfaing ti U.S., Beyere 
resdcdona atid on the impcztfuion of live rumhats and rumhuM praduds &am cxhtrha 
WheneBSEiSkUOWtOexist. 
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Thank you fb.r allowing F$IS the oppotity to respond to your pet&n and Ebe questiors ti 
rai$d You may contact Vii& LBvine, Pe&ioti M+nageir, RcguItatio&3 DevelOpment and 
Analyak Division, & @OZ) 72Wi627, if you have any questions. 

DaaielL &eSjohn, Pb+D. 
I&scor, Rq&tifss DeveJ0pmcn.t’~ Anatggie DiGsien 
OfEk of Policjr, Program DavtAohent and Evaluation 
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Ibthrp A. Fugme, Bsq, 4 

cc: T. Billy, Administraf~~ 
M. Glavin, ADA, OA 
P.‘Derfl.er, D& OPPDE 
J. Riggias, ADA, OPPDE 
k Hgsqiq Dirxmor, OPPDEIISDD 
L. Swada., Director, OA/CPAS 
g r&sslsj 0AlIsEMcs 
V. Let&es PetitionManager, OPPDIYRIIAD 
L. Epst& DHEWFDAJOC 
B, M&bell, DHHWDMXM 
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Signature of originator: 

us document is intcndcd only fir the USE of the party to whom it is addrcsscd. It may contain infnrm%ion that is privileged, contidcntial. OK 
othcnvise pmtccted fmm disclosmz ondcr Federal law. If you are not the ddrcssec. or a person author&d to dcliver the ducumcnt to the 
addressee, you ate hereby notified thar any disolosurc, copying, diskibulion, or action based on the cctntcnnt4 ofrhis documerlt is strictly 
prohibited. Ifyou have received this document in crr~r, plcasc notify me immediately hy t.lophone at tile below number, or mail it to the 
hclow address. 

Thnnk you, 

Center for Veterinary Medicine 
Policy and Regulation Staff, HFV-8 

7519 Standish Place - MPN4 
Rockville, Maryland 20855 

Fax: (301) 8274335 
(301) 827-4401 


